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IN THE U.S. PA2BOT AMD TaADSMMOC OFPXCE 

In fce application of 

Amanda Johanne KXLIAAW at al- CoAf , 216« 

Application So. 09/703,799 Group i6bl 

Filed Novertbex 2* 2000 SxeoiinM L- Barnhwt 

F REPARATION FOR TW5 RREVENTION aND/OR TREATMENT 
OF VASCULAR DISORDERS 

PECULATION TOTOER RUSE 132 

Assistant Commissioner foe Pa cents 
P« O, Box 1450 

Alexandria- VA 22313-1450 
Si-\; 

I, fingert name) hereby declare as 

follows; 

I have read th* present specification and 1 am familiar* 
with che prosecution of the present application. I ai*k* this 
declaration in support of the present application, and to provide 
evidence and re Ductal of several contentions s«t fo«n 1a th© 
OfCicial Action of July 26/ 2005. Ian particular, I declare that 
one skilled in the art would not be persuaded &o produce the 
claimed preparation and practice the claimed method set f&rth In 
ch« present application in view of the Horrobin, Delia Valle, end 
Fagh-Be rman publications. 
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^particular, i have made several experiments showing 
chat the claimed preparation and method provide *n unexpectedly 
improved' preparation and method for treating a living, or at 

risV of developing dementia syndrome^ cognitive degeneration, or 

hearing loss. 

The results ate as follows: 

Introduction . „ . 

fcging i. the predominant cause of cerebrovascular damage and 
resulting memory decline {Kalaria, 1996) . Aged x*xs f orm no 
exception co this and display comparable damage to brain 
vasculature end also display deficit in memory < Goldre ^, f * J * ' 
1907-. de Jong «c 1932)- These deficits can be ▼iauala.ad 

u»ing a memory function assessment task like the M^M 
Wai;er (PAWM) . The WWM t««t is described in literature e» * 

xe'i table, sensitive, and powerful test co asses* age-related 
spatial learning and memory deficits (ShuKitt-Mel* « 
2004). This task forma a ^ll-acc^ted test t« detect *°^~ al 
diewry effects on cerebrovascular damage underlying cognitive 

S f ihjTiiq»»to«m! the intervention period lasted for * h «* 

wee*,. Generally, • *** J - d 

» three week intervention period in a 26-month old m «o«M 
translate to 1.5 years in a 65-year old person. 

are tested. The diets used are Mated in table 1. 
Riet A serves as a control diet. 

Diet b le elm best mode composition e( dietary • comport i«» 
Sound in Horrobin CDS 4SM«0J. VU1« et *1. , 

and rugh-Berman et al (1SI0) . This diet compriaes th ° ^ in 
fatty Lids level* of OH*, »V* and OA plus citrate as found in 
no .-robin (example 3 no. 5), «a o P ti*»al r**io of ^ 
phospholipids PS (75%) and PC <25*> at a level mentioned « 
dclla valla example 5a, in the presence of B-vitaznxn* and folate 

oLt C « a composition providing OHA. and EPA plu- phospholipids 

2 
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plus »-vi*aredns according to d&ixris in the current applieaxiOP 
Table l: Composition tKe diets**- 

Dice C 
fat 



<0 



JO 







oiec B 






g/lOOg 




rat 




DHA 


o, 0 


1,2 


SPA 


0,0 


1,° - 


OLA 


0, D 




LA 


46, 4 


47,9 


ALA 




1,0 


total 






w6 


45,4 


49, 6 


•cetai 






w3 


2,3 


3,5 



15,1 

0,0 
19,6 
0,7 

20,5 

21,0 







mg/lOOg 
food 


mg/lOOg 
food 


rng/100g 
food 


la 

O 




0,0 


55,7 


16.5 




0.0 


16,1 


10?, 2 


PC *' 


Qi 0 


18,4 ; 


0,0. 


■C 

Phi 


PI 




12,2 


0,0 






rag/lOOt] 
food 


jug/ioog 

food 


lbg/100g 
food . 


M» 

■3 a 

h 


SoLic 
acid 
B12 
B6 


0, 1000 
0, 0050 
0, 6000 


0,1000^ 
0, 0050 
0,6000^ 


0 r 8Q00 
0.0061 
3,3000 


o 


zirvc 
citrate 


lr2 
0, 0 


200,0 


1,2 
0,0 



* All dices hdW tr<e sane 



Ei^ceen ^ged male Wistar rat* (26 months of age) were wsed to 
cast rhs effects of dietary intervention on fliemoxy performance. 
The *ate were f*d of tH© diera A, B or C thraugHout the 
experiment smarting three weeks before memory assessment. 

Metwry performance w fi6 assessed in the SfcWM (ShUkit t-Hale) . In 
t.na RAWfl, rats hov* to le**ft the location of a hidden platform 
in one of xXS-SX9tnrm*-*£ t»e water -*a«o- Thirty minora later 
«he raw ar* placed in the «ater again to see whether they Still 
rewambe* -the platform location. The number of incorrect ar»- 
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mctlM- (wroal th» rate make in finding the piatHom. is a 
mcasfcxa for poor momory perf o^wance. 

xVtable 2 tto^Mult. or the SAWM memory CW ate lasted. In 
this test the control raxs (diet A) show memory deficits . These 
deficits goc even voxse by diet a, but performance greatly 
ixnpsroved by diet C, vhe*e the rats hardly made any error* in 
finding the platform. 



Table 2 5 Results of the BftWM test for memory function 
Plat A Olet B Diet C , 



RAWM (» of fc „ . 

erroge) 2.3 3.0 0,« 

Discussion & oo nclaaicm , 
Dior. C improved memory performance of aged rax* *t«!ie) 
speeKiwlly designed to eases* nveitvory function (Shufeitt Hale^ 
in Contrast to this, memory performance af rew fed dxet B was 
worse than control rats. Th© individual components comprising 
diet B all have a positive influence on memory performance 
and/or vasculature (Horrobin. della Valle. Fugh-Bermanl . 
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Thus, In of the above/ I declare Chat one skilled 

i„ -che a*t would no* be persuaded to produce the claimed 
preparation or practice tne claimed method upon vising the 
Horrobin, Delia Walls, and Fugh-*araian publications. 

The undesigned declare further that al). stateiaenca made 
herein of choir awn Knowledge are tru* and chat all statement* 
wade on information and belief are believed to bo true; end 
fu*t*«r That chese etatements are made with the knowledge that 
willful *al« H statements and the like so ™4* are punishable by 
f ir>e or imprisonment, or both, under §1001 of Title 16 of the 
united States Code and that such willful false statement* may 
jeopardize the validity of the application or any patent issuing 
rher i29ai* 

fli/f^,.. j^uaM* . 

(declarant name) / 
1 '? (datel 




